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PUBUC HEALTH SERVICE - FOOD AND DRUG ADMINISTRATtON 

SUPPLEMENTAL DATA SHEET 
1. GENERIC TYPE OF DEVICE 

EXPIRATION DATE: January 1. 2000 
(See OMB Statement on Page 2) 

Data acquisition devices for CAD-CAM dental restoration .- 
2?AuweoRY PANEL 3. IS DEVICE AN IMPLANT 7 

Dental Devices Panel III Y= q No 
4. INDICATIONS FOR USE PFjESCRjBED. RECOfdMEN~DED. OR S*GEFD IN T-l+ ~DEVl’3?S LigElJNG THAT WERE CONSlDERED By WE AD,t,fXJRy 

The types of dewces included m this reclasslficatlon petltlon are used to record the topographical --we --.-I r-;--.w...e----- -- charactenstlcs of teeth, dentali~~~e~o~;ordental-~~s-~~~~-~~~~r~~~~itfie ------~~~..--..a~....~~--- _I_-- 
-computer-aided deslm and millinp of dental restorative prosth~icd~-~&~y>?$& may consist ---- a----. 
,-Jlsunera,scanner~~Qfs~Ud a comnu ter with SQ~~L---.....- -*I-----.-.......... 

5. IDENTIFICATK)N OF ANY RlSKS TO HEALTH PRESENTED BY DEVlCE 

G~MCAI Intra-oral --matal cmra if not. cleaned suffantlv between patients --- 
electrical safety and electromagnetic compatibility risks. Risks are to patient and operator. 

--- -- -.. 
“- Laser Scanner-~~x~~~~toClassIIlaserradiation if safety mterlocks fail, elect?i?ZGZZQ and . . . . 
-.- electroma.snetlr,-.Risknsks.~~atornnly.~ ___-_ 

Both types: Risk to patient of improper restoration design or fit. Risk is mitigated because design, 
-XiZiiG~G~FFZfi~fi~ of restor%Ziii$ done under~~~p~s~~~i~~~?~~~~~~~~~-t~~~. 
SpCfbliUMdStOHOatlh CharacteriPtii or Fedures of Device Asscdated with Hazard 

Cross-contamination 
F ZIZZ?iG~<~~X~omagnetic comwty 

Adequate cleaning and disinfection instructions can be prowded -- a. ------e---m ---_......- m-e----. 
b AC powered. Can be manufactured to UL or IEC standards 

i :Laser 
------ I------ --- .--..“--^.-....-_..--..--I_~~ --v-m---. 

Class II &ode laser. Safety interlocks reduce exposure levels to Class I. -----.-....*-.u.-~ o.--.-.-..-.-----..-~-~. 
d. ” Improper data d Des&n, manufacture and fit of restoration done under control of trained ---m---B- .-- --- 

personnel1 
,------ m-.....- 

3. RECOMMENDED ADVlSORy PANEL ClASSlFDATlON AND PRlORrfY 

Class I, exempt from 5 10(k) premarket notification 
Classification _^_____ ----.. Priority (Class II of III Oniy) 

r. IF DEVlCE IS AN IMPLANT. OR IS LIFE-SUSTAINING OR LlFE4JF’PORTlNG AND HAS BEEN CLASSIFIED lN A CATEGORY OiHER THAN CLASS III, EXPLAIN 
FULLY, THE REASONS FOR n+E LOWER cms.mcmoN WITI+ SUPPORTINQ L~~CUMENTA~~N AND OATA 

Not applicable . 

---- ----““.---- -- :I----“------ --w--m. 

-w-H -- --------.-------__------- -k -----.-----. 

------------.---- I_--- ~*-i--i--~-... __--___ ., . . ,. 
b. SUMMARY OF tNFORMATiON, INCLUDING OUNlCAL.EXPERIEN~OR JUDGMENT. UPON W$ilOH Ci%SiiltiTlbN ‘RECOh&biRAnbN IS BASED 

See Section 9 and Appendix E of reclassification petition. 

---.....--m--1- ----.-.--....-............--~~ -7”. 

-m- ----.--...--.----.-me __I_-- -....--- --- 

--.----- ------- ---...-....--.----- ----------3-i----------------,-: 
.  . . . ,  /  . I  .  I  . . . . . . I. I, 

I IDENTlFICA~N OF ANY NEEDED RESlRICTlONS ON THE.USE OF THE DEVICE 

The device should be available by prescription only, sold by or on the order of a licensed dentist or dental -- ---e....----- ------..------ -*-----..- 
technician. 

--------L_I.-----w-e -- ..-----....- 

------.------_C_.---.l.--__ ---- .  ..a--- --...- e--m-- 

-.-- 
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Risks associated with this type of device are low, well-understood and similar to other Llass I 
(XJ b ewm dental nroducts exewarket notification. Device used under control of trained dentist 

or dental technician. 
c1cRmdLdRek 

OdGoodkCuurCdu;ng&e 

ti. MlstzNG ST- wPuQv3a7OMEDEV(CE.OEYlCE~ -loR~umE~~cndr(rzauorisr 

IEC 6060 1- 1 (Electrical safety) 

IEC 60960 l- 1-2 (Electromagnetic compatibility) 

UL 2601 (Electrical safety) 

2 1 CFR Subchapter J, section 1040 (Laser safety, for devices with laser scanners) 

12 CCWEE THIS FORM WRSUAMT TC 21 CFR f’ART 860 ANO SUSMK~O: 
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